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Food and Drug Administration 
College Park, MD 207&0^ 

Mr. Vijay Kumar 
Co-Owner 
Shanti Herbs 
P.O. Box 74488 
Los Angeles, California 90004 

Dear Mr. Kumar: 

This is in response to your letter of April 28,2002 tothe Food and Drug Administration 
(FDA) responding to our March 26,2002 letter concerning the claims being made ‘for ‘the 
product Gluco Health. 

anced sugar In your letter, you proposed to change your claim to read “Natural bai; 
regulator blend.” Your proposed new claim appears to resolve the issueswe .&ed in 
our letter and we have no further comment on the claims you intend to make for Glucn 
Health. 

You also stated that you wanted to continue using the labels for this product that 
contained the claim that was the subject ofour previous’le~er. But,&you~stated.you would 
use those labels only after you covered the old claim with a sticker containing the new 
claim. We have no objection.to your re-l~bkl~~~.p~~~l~ “’ -’ I 

Please contact us if we may be of further assistance. 

Sincerely, 

Division of Compliance and Enforcement 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 
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Copies: 
FDA, Center for Drug Evalu&bn and Researbh, Office of Corr@liaric% Hl?D-300 . . 8, ,__ .l_(il - ,._ 

FDA, Office of the Associate %omtiiss&wr “&%<$~atory Affairs, Office of ’ 
I I .>,e ,>b” 1,. i *,4, .j .I “,,’ _/,* .“, .a%?, + * . 

Enforcement, HFC-200‘ FDA, Los Angeles District Of~ce, OEce dfc~~jlir;;ice,,~~~~~~d. .,^, ,‘_ _” i,, ._I ,:” I /.- 
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, 

I 

SliiiBTl BERBALS 

FAX: (2 13) 383-3076 
EMAIL: WAYSHANTI@CS.COM 
Date-04/28/02 

65 

John B . Foret ‘b 

Director 
Division of Compliance and Enforcement 
Office of Nutritional ProducQabeling 

and Dietary Supplements 
Center for Food Safety and AppliedNutrition’ 
DEPARTMENT OF HJZALTR ie--SER’iitCES 
Public Health Service H F S 810 ‘- 
200 C Street SW 
Washington, D.C. 20204 

Dear Mr. Foret: 

In response to your letters dated March 26,2002 and April 8,2002 to co-owner Gladys Valencia, if our 
structure/function claim of our product GLUCO HEALTH is controve~~~~,‘we~~iii‘c~ange the’claim. 

We are a newly formed small company and our funds are limited. ‘We have a&%ly’print~~~~~$%j” labels 
and we would like to use those labels by fixing an adhesive ‘sti%er over thelabel claim panel with’new , wording replacing the old line “helps maintain’heahhy blood sugar level ,+-; ‘,.1 K$‘&;8Gfih..iine me in 

insert the following wording: 

“Natural balanced sugar regulator blend” 

Another company named KlMALAYA USA, 10440 WestofficeDr., Houston TX ‘77042; hastaken”the ‘. ,l, ._1-._ .,, i . . 
similarlabel elaim “ Natire’i &&i&i sigh regulator forniiila” 

, )_ ,’ ., 

Please advise us whether the above wording ‘i’surider compliance’an~ whether it falls under ” 
structural/functional claim category. We do not want to take any disease claim (xlr labels also contain the 
following disclaimer: 

“- ___. “I..U-..“,~~i il . _.. -.a”,_.‘. rr v, ‘al,., .,* Umes& ,.&imen& .&Gi not been ev&ated $fihe Fo& md &,,gs~~&&&$& -- ‘. 

This product is not intended to diagnose, treat, cure or prevent any Disease” 

I await hearing from you. 

Sincerely yours, 

$a%+ ’ 
Co-Owner 

cc: 
FDA, Center for Drug Evaluation and Research 
Office of Compliance, HFD-3(io’ “’ ’ 
FDA, Office of the Associate Commissionfor Regulatory Affairs, 
Office of Enforcement, HFC-200 
FDA, Los Angeles, District Office, OffLce. of Compliance, FIFE-PA240 



Ms. Gladys Vakncia 
Owner 
&&Herbs 
P.O. Box 74488 
Los Angeles, California 90004 

Dear Ms. Valenck 

This is in response to your letter of December IS,2002 to the Food andDrug 
Administration (FDA) pursuant @, 21 I&&C. 343@#$(s&t&~ ~$(#@ kf the i;ederal 
Food, Drug, and Cosmetic A& (the Act)). 

The product G~UCO Health u&i t&i ciaiy cchelps maintain he&.hy by& w teve;l,” 
the preamble to the January 6,2WO fkl r&oh 

in 
iiib&ydti~~u claims (see 65 FR lQQQ at l~~*), FaA s~.~~~~~~~~~;~~~~~f non ch*lml llevefs 

.&d no* neoessarily eonstit;lte b@y& &i& c~jgrg-&d; however, that ~ 

“‘many people think of choksteroi solely in terms of the negative role of elevated 
cholesterol in heart disease,“’ in oi&er to avpid @p&&g that thk product prevents or treats 
heart disease, a ch&kro~ n&&nance claim would have to cl$@th& the product is 
oniy for maintenance of chole&eroI levels-that are already within the &knal raxqe. The 
same priuciple applies to your claim about contrtil of blood sugar feve2; that is, a claim 
that does not establish that the claim is abog $fo$ Sugar &t is alrqqdy g&&l nom1 
limits implies that the product is intended to treat elevated blood sugar or diabetes, which 
is a disease. 

21 USC. 343(rKci)‘makes cl& thai a s&&me& inch$d in k%&ng &x%x the authority 
of that section may not claim + diagnose, mitigate, treat, cure, or prevent a specific 
cikease or class ofdiseases. Thg: statement that you are making for this p&duct suggests 
that it is inteuded to treat, prevent, or mitigate a &sea&. This claim &es tiot meet the x.. ** ..” .,“.‘-“..‘o’e* 

__ 
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Please contact us if we may be of fiulhr assistance. 

Sincerely, 


